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DETAILED ACTION 

Claims 1-16 are still at issue and are present for examination. 

Election/Restrictions 

Applicant's election with traverse of Group I, Claims 1-4, 10-14 in the paper of 
10/17/2006, is acknowledged. The traversal is on the ground(s) that he inventions are 
related as product and process of use as was previously stated. Applicants submit that 
the claims do not describe independent inventions, since the method depends on the 
use of the polymerase, and, although it would be possible to use a polymerase as an 
antigenic protein for generating antibodies as the Examiner suggested, the use of an 
RNA-dependent DNA polymerase in a method of producing DNA from an mRNA 
transcript is not sufficiently distinct an invention from 

the isolated polymerase itself that it should place an undue burden on the examiner to 
perform a search based on the claims of Groups I and III together. 

Applicant's complete argument is acknowledged and has been carefully 
considered, however, is not found persuasive for the reasons previously stated. As 
acknowledged by applicants groups I and III are related as product and a method of 
using the product and thus are properly restricted on this basis alone. Applicant's 
reference to the potential for rejoinder of the process of use of the product at the time of 
determination of an allowable product claim is acknowledged. 

The examiner has required restriction between product and process claims. 
Where applicant elects claims directed to the product, and the product claims are 
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subsequently found allowable, withdrawn process claims that depend from or otherwise 
require all the limitations of the allowable product claim will be considered for rejoinder. 
AN claims directed to a nonelected process invention must require all the limitations of 
an allowable product claim for that process invention to be rejoined. 

In the event of rejoinder, the requirement for restriction between the product 
claims and the rejoined process claims will be withdrawn, and the rejoined process 
claims will be fully examined for patentability in accordance with 37 CFR 1 .104. Thus, to 
be allowable, the rejoined claims must meet all criteria for patentability including the 
requirements of 35 U.S.C. 101, 102, 103 and 112. Until all claims to the elected product 
are found allowable, an otherwise proper restriction requirement between product 
claims and process claims may be maintained. Withdrawn process claims that are not 
commensurate in scope with an allowable product claim will not be rejoined. See MPEP 
§ 821 .04(b). Additionally, in order to retain the right to rejoinder in accordance with the 
above policy, applicant is advised that the process claims should be amended during 
prosecution to require the limitations of the product claims. Failure to do so may result 
in a loss of the right to rejoinder. Further, note that the prohibition against double 
patenting rejections of 35 U.S.C. 121 does not apply where the restriction requirement 
is withdrawn by the examiner before the patent issues. See MPEP § 804.01 . 

The requirement is still deemed proper and is therefore made FINAL. 

Claims 5-9, 15 and 16 are withdrawn from further consideration by the examiner, 
37 CFR 1 .142(b), as being drawn to a non-elected invention, the requirement having 
been traversed in the paper of 1 0/1 7/2006. 
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Information Disclosure Statement 

The listing of references in the specification is not a proper information disclosure 
statement. 37 CFR 1 .98(b) requires a list of all patents, publications, or other 
information submitted for consideration by the Office, and MPEP § 609 A(1) states, "the 
list may not be incorporated into the specification but must be submitted in a separate 
paper". 

Applicants filing of information disclosure statement filed on 10/4/2004, is 
acknowledged. Those references considered have been initialed. 

Specification 

The disclosure is objected to because of the following informalities: 

This application contains sequence disclosures that are encompassed by the 
definitions for nucleotide and/or amino acid sequences set forth in 37 CFR 1 .821 (a)(1 ) 
and (a)(2). However, this application fails to comply with the requirements of 37 CFR 
1 .821 through 1 .825 for the reason(s) set forth: A number of sequences appear in 
figures 1 , 2 and 8, each of which require a sequence identifier. Further as per MPEP 
2422.02, The Requirement for Exclusive Conformance; Sequences Presentedjn 
Drawing Figures, 

when a sequence is presented in a drawing, regardless of the format or the 
manner of presentation of that sequence in the drawing, the sequence must 
still be included in the Sequence Listing and the sequence identifier ("SEQ ID 
NO:X") must be used, either in the drawing or in the Brief Description of the 
Drawings. 
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Appropriate correction is required. 

Claim Objections 

Claims 1-7 are objected to because of the following informalities: 

Claim 1 recites "an group". It is suggested that this be changed to "a group". 

Appropriate correction is required. 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 1-4 and 10-14 are rejected under 35 U.S.C. 112, second paragraph, as 
being indefinite for failing to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. 

Claim 1 (claims 2-4 and 10-14 dependent on) are indefinite in that the recitation 
"group II intron-type reverse transcriptase" is unclear and confusing. As this limitation of 
the claims is confusing and unclear, it is not considered to limit the claims beyond that 
the claimed polypeptide must be a reverse transcriptase. 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 
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Claims 1-4 and 10-14 are rejected under 35 U.S.C. 112, first paragraph, as 
containing subject matter which was not described in the specification in such a way as 
to reasonably convey to one skilled in the relevant art that the inventor(s), at the time 
the application was filed, had possession of the claimed invention. 

Claims 1-4 and 10-14 are directed to all possible polypeptide variants of SEQ ID 
NO: 2 having a mere 80% identity to SEQ ID NO: 2 and having a similar reverse 
transcriptase activity or any catalytically active deletion mutants of SEQ ID NO: 2. The 
specification, however, only provides the single representative species of SEQ ID NO: 
2, encompassed by these claims. There is no disclosure of any particular structure to 
function/activity relationship in the single disclosed species. The specification also fails 
to describe additional representative species of these polypeptides by any identifying 
structural characteristics or properties other than the activities recited in claims 1-4, for 
which no predictability of structure is apparent. Given this lack of additional 
representative species as encompassed by the claims, Applicants have failed to 
sufficiently describe the claimed invention, in such full, clear, concise, and exact terms 
that a skilled artisan would recognize Applicants were in possession of the claimed 
invention. 

Applicant is referred to the revised guidelines concerning compliance with the 
written description requirement of U.S.C. 112, first paragraph, published in the Official 
Gazette and also available at www.uspto.gov. 
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Claims 1-4 and 10-14 are rejected under 35 U.S.C. 112, first paragraph, because 
the specification, while being enabling for a reverse transcriptase comprising the amino 
acid sequence of SEQ ID NO:2, does not reasonably provide enablement for any 
polypeptide variants of SEQ ID NO: 2 having a mere 80% identity to SEQ ID NO: 2 and 
having a similar reverse transcriptase activity or any catalytically active deletion mutant 
of SEQ ID NO: 2. The specification does not enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the 
invention commensurate in scope with these claims. 

Factors to be considered in determining whether undue experimentation is 
required, are summarized in In re Wands (858 F.2d 731, 8 USPQ 2nd 1400 (Fed. Cir. 
1988)) as follows: (1 ) the quantity of experimentation necessary, (2) the amount of 
direction or guidance presented, (3) the presence or absence of working examples, (4) 
the nature of the invention, (5) the state of the prior art, (6) the relative skill of those in 
the art, (7) the predictability or unpredictability of the art, and (8) the breadth of the 
claim(s). 

Claims 1-4 and 10-14 are so broad as to encompass any polypeptide variants of 
SEQ ID NO: 2 having a mere 80% identity to SEQ ID NO: 2 and having a similar 
reverse transcriptase activity or any catalytically active deletion mutant of SEQ ID NO: 
2. The scope of the claims is not commensurate with the enablement provided by the 
disclosure with regard to the extremely large number of polypeptide variants and 
catalytic activities encompassed by the claims. The claims rejected under this section 
of U.S.C. 112, first paragraph, place minimal structural and functional limits on the 
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claimed polypeptides and variants. Since the amino acid sequence of a protein 
determines its structural and functional properties, predictability of which changes can 
be tolerated in a protein's amino acid sequence and obtain the desired activity requires 
a knowledge of and guidance with regard to which amino acids in the protein's 
sequence, if any, are tolerant of modification and which are conserved (i.e. expectedly 
intolerant to modification), and detailed knowledge of the ways in which the proteins' 
structure relates to its function. However, in this case the disclosure is limited to that 
reverse transcriptase having the amino acid sequence of SEQ ID NO: 2. 

While recombinant and mutagenesis techniques are known, it is not routine in the 
art to screen for multiple substitutions or multiple modifications, as encompassed by the 
instant claims, and the positions within a protein's sequence where amino acid 
modifications can be made with a reasonable expectation of success in obtaining the 
desired activity/utility are limited in any protein and the result of such modifications is 
unpredictable. In addition, one skilled in the art would expect any tolerance to 
modification for a given protein to diminish with each further and additional modification, 
e.g. multiple substitutions. 

The specification does not support the broad scope of the claims which 
encompass all modifications and fragments of any reverse transcriptase having the 
amino acid sequence of SEQ ID NO: 2, because the specification does not establish: 
(A) regions of the protein structure which may be modified without effecting the desired 
or reverse transcriptase activity; (B) the general tolerance of reverse transcriptases to 
modification and extent of such tolerance; (C) a rational and predictable scheme for 
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modifying any amino acid residue of a reverse transcriptase with an expectation of 
obtaining the desired biological function; and (D) the specification provides insufficient 
guidance as to which of the essentially infinite possible choices is likely to be 
successful. Because of this lack of guidance, the extended experimentation that would 
be required to determine which substitutions would be acceptable to retain the desired 
or reverse transcriptase activity claimed and the fact that the relationship between the 
sequence of a peptide and its tertiary structure (i.e. its activity) are not well understood 
and are not predictable (e.g., see Ngo et al. in The Protein Folding Problem and Tertiary 
Structure Prediction, 1994, Merz et al. (ed.), Birkhauser, Boston, MA, pp. 433 and 492- 
495, Ref: U, Form-892), it would require undue experimentation for one skilled in the art 
to arrive at the majority of those polypeptides of the claimed genus having the claimed 
desired or reverse transcriptase activity. 

Thus, applicants have not provided sufficient guidance to enable one of ordinary 
skill in the art to make and use the claimed invention in a manner reasonably correlated 
with the scope of the claims broadly including any number of amino acid modifications 
of any reverse transcriptase of SEQ ID NO: 2. The scope of the claims must bear a 
reasonable correlation with the scope of enablement (In re Fisher, 166 USPQ 19 24 
(CCPA 1970)). Without sufficient guidance, determination of those polypeptides having 
the desired biological characteristics is unpredictable and the experimentation left to 
those skilled in the art is unnecessarily, and improperly, extensive and undue. See In re 
Wands 858 F.2d 731, 8 USPQ2nd 1400 (Fed. Cir, 1988). 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 

The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AIPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AIPA (pre-AlPA 35 U.S.C. 102(e)). 

Claim 1 is rejected under 35 U.S.C. 102(e) as being anticipated by Gu et al. 
(U.S. Patent No. 7,094,539). 

Gu et al. teach a composition comprising an isolated Bacillus Stearothermophilus 
reverse transcriptase, Which anticipates claim 1 drawn to an isolated Geobacillus 
stearothermophilus reverse transcriptase. The Bacillus Stearothermophilus reverse 
transcriptase taught by Gu et al. is considered a group II intron-type reverse 
transcriptase absent a clear definition to the contrary as to what a group II intron-type 
reverse transcriptase is (See above rejection under 112 second paragraph). 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Richard G. Hutson whose telephone number is 571-272- 
0930. The examiner can normally be reached on M-F, 7:00-4:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Nashaat T. Nashed can be reached on 571-272-0934. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

rgh 

2/28/2008 



/Richard G Hutson, Ph.D./ 
Primary Examiner, Art Unit 1652 



